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• Exists to address the medical consequences of biothreats, 
pandemic influenza and emerging infectious diseases, 
including antimicrobial resistance. 

• Works with our federal partners to transition medical 
countermeasures from early development into advanced 
development towards ultimate FDA approval. 

• Has established public-private partnerships with industry; 
sharing in development costs. 

• Established a network of core services to assist developers in 
non-clinical, clinical, manufacturing, and fill/finish activities. 

• Provides subject mater expertise in all aspects of product 
development. 

• Make sure that safe and effective products are available if 
needed during an incident or public health emergency. 
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BARDA Principles at Work 



ASPR: Resilient People. Healthy Communities. A Nation Prepared. FOUO/Procurement Sensitive-Not for Distribution 

2 

BARDA Created a Robust & Productive  
MCM  Development Pipeline  

• More than 150 MCM product candidates in development 
since 2004 (aggregate)  
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BARDA’s MCMs Have Been  
Approved by the FDA  

Protein Sciences Corp. 

Recombinant-based Influenza Vaccine 

GlaxoSmithKline 

H1N1 & H5N1 Vaccine w/ Adjuvant  

Anthrax Antitoxin  

HGS/GSK 

Botulinum Antitoxin  

Cangene 

Covidien 

Next-Gen Portable 
Ventilators  

Flu/RSV POC Diagnostic 
3M/Focus 

Novartis 
Cell-based Influenza Vaccine 

Influenza IV Antiviral Drug 

http://media.wkrg.com/images/sized/media/news3/10-13-2008_peyton-300x200.jpg
http://www.nunatsiaqonline.ca/pub/photos/adjuvant_and_vaccine_2_web.jpg
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• The BARDA model works to address products for which there is no, to a 
limited, commercial market 
─ Products FDA approved/cleared for biothreats and pandemic 

influenza 
─ Products stockpiled for potential use during a declared emergency  

• This model is being successfully applied to antimicrobial resistance 
─ Utilization of novel public:private partnerships to incentivize antibiotic 

research and development  
─ 4 products in Phase III clinical development 
─ 2 products have hit endpoints in Phase III trials 
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The BARDA Model 
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BSA Program Objective 

To help revitalize the antimicrobial pipeline by forming 
innovative public-private partnerships with companies 

engaged in antimicrobial therapy development 
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Current BSA Program Investments  
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• Established 5 year $200M public:private partnership in May 2013 
 

• HHS’s first use of Other Transactional Authority – provided under the 
Pandemic and All-Hazards Preparedness Act (2006) 
 

• Supports the development of multiple antibiotic candidates 
 

• Allows for activities and resources to be adjusted fluidly to adapt to 
technical risk and programmatic priorities  
 

• Governance is through a BARDA:GSK Joint Oversight Committee 
 

• Results to date: 
─ Progressed one candidate to Phase II clinical development  
─ Selecting lead clinical candidate for novel Gram negative target this month  
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BARDA’s Portfolio Partnership for Antibacterial 
Drug Development  
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White House Initiative on AMR 

PCAST 

CARB Working Groups 
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National Strategy 

• GOAL 4: Accelerate Basic and Applied Research and 
Development for New Antibiotics, Other Therapeutics, and 
Vaccines 
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PCAST Recommendations 

5.2 ‘Push’ mechanisms: Direct Federal 
partnership in antibiotic development  
• Recommended additional support for subsidizing 

research and development costs 
 
5.3 ‘Pull’ mechanisms: Economic rewards for 
drug developers  
• Substantially higher reimbursement for antibiotics 
• De-linkage models 
• Tradable voucher to extend patent life 
• Antibiotic usage fee 
 
CARB Working Group on Economic Incentives  
• Currently evaluating PCAST proposed incentives  
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BARDA Receives Expanded Authority 
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• Historically, BARDA’s program had focused on products 
(antibiotics) that had spectrums that covered both 
biothreat and public health pathogens 
 

• With the CARB Executive Order, our mission scope has 
been broadened to allow programs that focus explicitly on 
public health pathogens that are antimicrobial resistant 
─ Focus on the CDC pathogen of Urgent or Serious 

Public Health Concern 
 
• Vaccines for AMR pathogens may play a role in our 

broadened mission space 
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BARDA’s Antimicrobial Program 
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BARDA’s Mandate for AMR 
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Examples of AMR Vaccines in  
Phase I-III Development 

Adapted from PhRMA 2013 Report on Infectious Disease 
Biopharmauetical Research 
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• Vaccines were not heavily discussed in either the PCAST 
report or CARB National Strategy.   
─ Should vaccines be a component of the overall USG strategy to 

combat AMR? 
─ Should BARDA include vaccines as a component of its 

antimicrobial program? 
 

• If so, where are the greatest areas of impact?  Where should 
the focus be? 
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Discussion Points 
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